UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF MISSOURI

EASTERN DIVISION

UNITED STATES OF AMERICA, )
. | )

Plaintiff, y N

) NO. 4:19-CR- % 5

V. ) . ,

- )
MARC S. HERMELIN, )
)
Defendant. )

PLEA AGREEMENT, GUIDELINES
RECOMMENDATIONS AND STIPULATIONS

Come now the parties puisuant to Section 6B1.4, Sentencing Guidelines and Policy
Statements (October 1987), and the Administrative Order of this Court (January 2, 1991) and
hereby stipulate and agree that the following are the parties' agréements, recomr'nendat'ions, and
stipulation.s:
| 1. THE PARTIES:

The parties to the agreements, recommendations, and stipulatioﬁs contained herein are the
defendant Marc S. Hermelin, defendant'é counsel J ames Martiﬁ, Patrick Linehan, and
Christopher B. Mead, and the Office of the United States Attorney for the Eastern Disfrict of
Missouri and thé Office of Consumer Litigatioﬂ of the United States Department of Justice
("OCL") (hereinafter "the government"). This document and the agreements, recommendations,

- and stipulations contained herein do not, and are nof intended to, bind any govemmental office or
agency other than the United States Attorney fér the Eastern District of Missouri and OCL. It is
understood ‘by thé partiesi that the Court is neither a party to nor bound by these agreements,

recommendations and stipulations.



2. PLEA AGREEMENTS:
A. The Plea:
Pursuant to Rule 11(c)(1)(A), F ederal Rules of Criminal Procedure, in exchange for the B
' defendant's voluntary plea of guilty to Counts One -- Two of the Information, the Office of the
United States Attorney for the Eastern District of Missouri and OCL agree that no further federal
prosecution will be brought in this District against defendant arising from or related to
defendant's conduct or any drug quality issues while employed or affiliated with KV
Pharmaceutical (arld its corporate subsidiaries) that violate the criminal provisiens of the Food,
Drug, & Cosmetic Act, 21 U.S.C. §§ 301-397 during the time period from January 1, 2005‘ io
Decemlaer 5,2008 of rvhich the Office of the United States Aﬁomey for the Eastern District of
Missouri and OCL are aware at this time. |
Pursuant te Rule 11(c) and (d), Federal Rules of Cﬂnﬁnal Procedure, the defendant fully
urlderstands that there will be no right to withdraw the plea entered under this agreement, except
where the Court rejects those portions of the plea agreement which deal with charges the
government agrees to dismiss or not to bring.
B. The Sentence:
Pursuant to Rule 11(c)(l)(B), Federal Rules of Criminal Procedure, in this document the
parties have addressed the United States Sentencing Guidelines, the factors set forth in 18 U.S.C.
§ 3553(a), and other factors relevant to sentencrng. The parties agree that the recommendations
contained herein fairly and accurately set forth the Guidelines applicable to this case. The parties
believe that. the Court should use these reeommendations in determining the defendant's sentence

along with any other factors specified in this agreement.



The parties acknowledge that the Guidelines application recommendations set forth
herein are the result of negotiations between the parties as to the Guidelines applications they
address and each party has a- right to rely upon and hold the ofher party to the recommendations
at the time of sentencing. The paﬂigs further agree that neither party shall request a sentence .
above or Bel_ow the dpplicable guideline range pursuant to any chapter of the Guidelines, Title 18, -
United States Code, Section 3553(a), or any othér provision or rule of law, except that defendant
may move for a downward departure or variance beéause of his medical conditions while the
United States may oppose any such motion. If the defendant makes such a motioh, then
defendant will provide the Court and the Government with ali factual materials that support such
a métion at least 30 days prior to sentencing. .The parties understahd that the District Court is
neither a party to nor bound by the Guidelines recbmmendations égre’ed to in this document.

C. Waiver of Post-Conviction Righ‘&s: '

(1) Appeal: The defendant has been fully apprised by defense counsel of the
~ defendant’s rights concerning appeal and fully understands the right to appeaI the sentence under
- Title 18, United States Code, Section 3742.

() Non-Sentenciﬁg Issues: In the event the Court accepts the plea, as part of this
agreement, both the defendant and the government hereby waive all rights to appeal all non-
jurisdictional issues including, but not limited to, any issues relating to pre-trial motions,
hearings and discovery and any issues relating to the negotiation, taking, or acceptance of the
guilty plea or the factual basis for the plqa. -

(b) Sentencing Issues: Both the defendant and the government hereby waive all

rights to appeal all sentencing issues other than the district court's application of the factors



enumerated in 18 U.S.C. § 3553 when imposing the ultimate sentence, including any issues
rélating to the determination of the Total Offense Level and the Criminal History Category.

(2) Habeas Corpus: The defendant acknowledges being guilty of the crimes to
which a plea is being entered, and further fstétes that neither defense counsel nor tile govemmént
has made represehtations which are not included in this document as to the sentence to be
imposed. The defendant further agrees to waivg all rights to contest the conviction or sentence in
any post-conviction proceeding, including one pursuant to Title 28, United States Code, Section
2255, except for claims of pmsecﬁtorial misconduct or ineffective assistance Qf counsel.

D. Disclosures Required byv the United States Probaﬁbn Office:

The defendant agrees to éomplete é.nd sign forms as required by the United States
Probation Office priof to sentencing, including a Net Worth Statement (Probation Form 48); or a

Net Worth Short Form Statement (Probation Form 48 EZ); a Cash Flow Statement (Probation

Form 48B); a Declaration of Defendant or Offénder Net Worth and Cash Flow Statements
(PfobationForm 48D); a Customer Consent and Authorization for Access to Fiﬁancial Records'
(Probation Form 48E); and an Authorization to Release Government (State or Federal)
Information to Probation Officer (Probatiop Form 11-H). The defeﬁdant agrees to provide
complete, truthful and accurate information on thése forms and consents to the release of these
forms and any supporting doéumentation by the Unjted States Probation Office to the
government. The aefendant also agrees to complete and sign forms, including a Customer
Consent Authorization for Access to Financial Records’During Supervision (Probation Form
48I), as required by the United States Probation Office during the defendant’s term of supervised

release or probation. The defendant agrees to provide complete, truthful, and accurate



information on these forms and consents to the release of these forms and any supporting
documentation by the United States Probation Office to the government.

E. Civil or Administrative Actions not Barrevd;‘ Effect on Other Governmental
Agencies: The defendant has discussed ‘Wi‘[h defense counsel and understands that nothing
contained in this document is meant to limit the rights ahd authority of the United States of
America to take any tax, civil, or administrative action of any kind against the defendant
mcludmg, but not hmlted to deportation, exclusion, and any hstlng and debarment proceedmgs to
restrlct nghts and opportunities of the defendant to manufacture or dlstnbute drugs in the future
or to contract or furnish items to, dlrecﬂy or indirectly, with government agencies. Further, any
fecommendation in this document as to the amount of loss or restitution is not binding upon the
parties iri any civil or administrative action by the gpyermﬁént against the defendant. Néﬂﬁng in
this paragraph or any pther provision of this Agreement constitutes an agreement by the United
}States’ concerning any issue arising under the Internal Revenue laws, Title 26 of the United States
Code. This Plea Agreement does not bind the Internal Revenue Service éf the Department of the
Treasury, the Tax Division of the U.S. Dvepartment of Justice, or any other government agency
with respect to the resolution of any criminal or civil tax issue. |

F. Cooperation:

At this time, the defendant has discussed with defense counsel and understands that the
government doés not plan to file a motion for downward departure under Section 5K1.1 of the
Guidelines or Title 18, United States Code, Section 3553, or both, or a motion under Fed. R. |

Crim. Proc. 35 after sentencing.



- 3. GUIDELINES RECOMMENhAT IONS (NOT BINDING ON THE COURT):

A. Manual to be Used: The partiés recommend ;[hat the November 2009 version of the
Guidelines Manual applies.

B. Offense Conduct:

(1) Base Offense Level: The parties recommend that the base offense level for
Counts One and Two is 6 as found in U.S.S.G. § 2N2.1(2). The parties further recommend that
no other Chapter 2 adjﬁstments apply. |

C. Chapter 3 Adjustments: The partiés recommend that the foﬂow‘ing vadj.ustments,
other thah acceptance of responsibility, apply: ﬁone.

D. Acceptance of Responsibility: The parties recommend that two (2) levels shéuld be
deductg:d pursuant to Section 3E1.1(b) because the defendant haé clearly demonstrated |
acceptance of responsibility and timely noﬁﬁed the Government of an intention to plead gﬁilty,
for an adjusted offense level of 4 A

The parties agree that if the defendant does not abide by all of the agreements made.
within this document, the defendant's failure to comply is grounds for the loss of acceptance of
responsibility pursuant to Section 3E1.1. The paxties further agree that the deféndant's eligibility‘
for a reduction pursuant to Section 3E1 .1is based upon the information kﬁown at the'. présent
- time and that any actions of the defendant which occur o.r which become known ’;:o the
government subsequeﬁt to this agreement and are inconsistent with the defendant's acceptance of
| responsibility including, buf not limited to criminal cqnduct, are grounds for the loss of
acceptan;:e of responéibﬂity pursuant to Section 3E1.1. In any event, the parties agree that all of

the remaining provisions of this agreement remain valid and in full force and effect.
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E. Other Adjustment(s): Under U.S.S.G. § 3D1.2(b), counts one and two involve the
same Vi_ct.im and were part of a common plan. Therefore, these Counts are grouped together into
one group for sentencing guidelines purposes.

F. Estimated Total Offense Level: ‘Based on these recommendations, the parties
estimate that the Total Offense Level anci Combined Offense Level is four (4).

G. Criminal History: The determination of the defendant's Criminal History Category
- shall be left to the Court after it revieWs the.Presentence Report, unless the Court agrees with the
defendant that no presentence repbrt is necessary. | The Crirrﬁnal History Category determination
Will be made only aﬁer the United States Probation Office obtains and evaluatés the records it
can fmd of the defendant's criminal hiétory. Prior cc.)nvictions can affect the sentence and uéually
result in a harsher senteﬁce. Both parties retain their right to challenge and present arguments,
before sentencing, any finding as to the defendant's criminal history and the applicable éategory.

' The parties are not aware of any criminal history of the defendant at the ‘time when the plea
agreement was signed.

Both parties are aware that the results of a preliminary criminal record check are available
for review in the Pretrial Services Report.

H. Acknowledgment of Effect of Recommendations:

The; parties recognize that they may not have addressed 61" foreseen all the Guidelines
* provisions applicéble in this.case. Gl.lidélines applications not expressly. addressed by the parties'
recommendations, but which are addressed by the Presentence Report or the Court, méy be
presented to the Court for consideration. The parties agree and understand that the Court, in its

discretion, may apply any Guidelines not addressed in this document.
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Furthermore, this Court is not bound By these recommendations. The refusal of this
Court to follow the recommendgtioné of the parties shall not serve as a basis to withdraw the - |
plea.

4. STIPULATION OF FACTS RELEVANT TO. SENTENCING:

Venue for Counts One and Two of the Information is propef within the Eastern District of
‘Missouri and Defendant expressly waives any claim or challenge to Qenue as alleged within these
Counts. |

Except for q 19 of the Information, the parties stipulate and agree thét all facts in the
Information filed in this caéé afe true. The parties each may offer evidence and argumént ,
régarding the issues discussed in 9 19 of the Information at or before sentencing. Fu:thér', the
parties stipulate and agree that the facfs in fhis case are as follows and that t.he go%femment would
prove all éf the facts in the Inforrﬁation (excei)t 1 19) and the facts discﬁssed below beyond a
reasonable doubt-: |

Hermelin wés airesl‘)onsible corporate officer of both drug manufacturer KV
Pharmaceutical ("KV") and its subsidia;fy_Ethex Corporation ("Ethex"), with the authority and
responsibility to prevent and correct violations of thé Food, Drug, and Cosmetic Act with respect
to KV and Ethex..

On o.r about April 16, 2008, in St. Louis County, Missouri, within the Eastern District of
Missouri, MARC S. HERMELIN, defendant herein, was a responsible corporate officer of KV
under 21 USC §§ 331(a), 333(a)(1), and 352(a)-(b) and during that time that KV introduced
and caused the introduction and delivery into interstate commerce of a quantity of the drug

morphine sulfate, 60 milligram strength, from St. Louis County, Missouri to San Frahcisco,



California, that was misbranded within the meaning of the Food, Drug, and Cosmetic Act
because the drug's labeling waé false and misleading inlthat it stated that the drug was a uniform
strength when a tablet of the drug was actually oversized and contained more of the drug than the
labgling's stated amount of 60 milligrams. |

Moreover, on or about December 19, 2007, in St. Louis County, Missouri, within the
Eastern District of Missouri, MARC S. HERMELIN, defendant herein, was a responsible
corporate officer of KV under 21 U.S.C. .§§ 331(a), 333(a)(1), and 352(a}—(B) and during that
time that KV introduced and caused the introduction and‘delivery into interétate commerce ofa
qﬁantity of the drug morphine sulfate, 30 miliigram strength, from St. Louis County, Missouri to
Canada, that was misbranded within the meaning of the Food, Drug, and Cosmetic Act because
~ the drug's labeling was false and misleading in that it stated that the drug was a uniform strength
when a tablet of the drug was actually oversized and contained more of the &ug than the
labeling's stated amount of 30 milligramé.

For ‘the purposes of this agreement, Defendant derived pecuniary gain from these offenses
as an responsible corporate officer of KV and Ethex, and the gross gain from these offenses is
- approximately $500,000. The Defendant and the government agree that thé facts set forth above
are true and may be considel;ed as "rele,vant conduct" pursuant to Section lBl 3.
5. | ELEMENTS OF THE OFFENSE:

As to Counts One and Two of the charges,bth‘e deféndant admits that:

First, defendant was a responsible corporafe officer of KV, a drug company; and,

Second, the defendant held this corporate position when KV caused the introduction and
delivery of a drug into interstate commerce, and, o



Third, the drug was misbranded when introduced into interstate commerce in that the
drug's labeling was false and misleading regarding the amount of the active ingredient
that the drug actually contained.

[Proof of defendant's intent to defraud or mislead is not required as an element of these

crimes, as the Food, Drug, and Cosmetic Act creates "strict liability" for misdemeanor offenses.
‘ United States v. Park, 421 U.S. 658, 672-74 (1975).] :

6. PENALTIES-:

A. Statutory Penalties: Thé defendant fully understands that the maximum possible
penalty provided by law for each count in the Information to which the defendant is pleading
guiltj is imprisonment of not more than one year, a fine of not more than $100,000, or both such
imprisonment and fine. Alternativ‘ely, if any person derives pécuniary gain frorg the offense, or if
the offénse results in a pecuniary loss to a person othgr than the defendant, theh thé Court may
also impose a fine not more than the greater of twice the gross gain ér gfoss loss. In addition, the
Court may also impose a.‘period of supervised release of not more than one year.

B. Sentencing Guidelines Effect on Penalties: The defe;,ndant understands that except
for Title 18, Secﬁons 3.553(b)(1) and Section 3742 (e), this offense is affect;d by the provisions
and Guidelines of the "Sentencing Reform Act of 1984," Title 18, United States Code, Sections
3661 et. seq. and Title 28, United States Code, Section 994. | |

C. Supervised Release: The defendant understands that vthe Court may impose a term of
"supervised release" to follow incarceration pursuant to Title 18, United States Code, Section
3583 (Sentencing Guidelines, Chap. 5, Part D). The defendant further understénds that pursuant

to the supervised release term, the Court will impose standard conditions upon the defendant and

" may impose special conditions upon the defendant which relate to the crime the defendant

committed. These conditions will be restrictions on the defendant to which the defendant will be
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required to adhere. The defendant further understands that violation of the conditions of the term
of supervised release resulting in revocation may require the defendant to serve a term of
imprisomnent equal to the length of the term of supervised release, but not greater than the.term
set forth in Title 18, United States Code, Section 3583(e)(3), without crédit for the time served
after release. The defendant understands that parole has been abolished.

D. Mandatory Special Assessment: The defendant further acknowledges that this
offense is subjéct to the provisions of fthe Criminal Fines Improvement Act of 1987 and that the |
Court is required to impose a mandatéry special éssessment of ‘$'25.00 per count for a total of
$50.00, WiliCh defendant agrees to pdy at the time of sentencing. 18 U.S.C. § 3013(a)(1)(A)(iii).
The defendant further agrees that bif the mandatory special assessment imposed By the Court is
not paid at the time of sentencing, until the full amount of the mandatory special assessment is
paid, ﬁoney paid by the defendant toward any restitution or fine imposed by the Court shall be
first used to pay the mandatory special assessment.

E. Possibility of Detention: The defendant acknowledges that upon entering the plea of
gﬁilty as contemplated in this document, the defendant may be subject to immediate detention
pursuant to the prox.fisions of Title 18, United States Code, Section 3143.'

7. FINES, RESTiTU'HON AND COSTS

The defendant understands that the Court may impose a fine, restitution (in éddition to
any penalty aﬁthorized by law), costs of incarceration and costs of supervision.

'A. Restitution: The defendant further acknowledges that pursuant to vTitle 18, United
States Code, Section 3663 A, an order of restitution is mandatory for' all crimes listed in Section

3663A committed after April 24, 1996. Pursuant to 18 U.S.C. § 3663A(a)(1) and
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§ 3663A(c)(3)(B), the parties recommend that no restitution award be made, in light of the
rgstitution already provided tothe Medicare and Medicaid programs in United States v. Ethex
Corporation, ED MO Case No. 4:10 CR 117 (ERW). Defendant further reserveé the right to
argue that the no restitution is required under the law..

B.. Effect of Bankruptcy on Fines or Restitution: The defendant hereby stipulates that
any fine or restitution leigatién imposed by the Court is not dischargeable in any case
commenced by the defendant or the defendant’s creditors pursuant to the Bankruptcy Code. The
defendant agrees not to attempt to avoid paying any fine or restitution imposed by ‘the Court
thrbﬁgh any proceeding pursuant to the United States Bankruptcy Code, énd stipulates that
: enfor_cefnent of any fine or restitution obligation by the United States or a victim is not bmed or
affected by the automatic stay provisions of the United States Bankruptcy Code (Title 11, United
States Codg, Section 362). |

- C. Forfeiture. In additién to the recommended fine set forth in this plea agreement,
defendant will not contest an administrative forfeiture of $900,000 in Um'ted. States currency
puréuant to 18 .U.S.C. § 981. Defendant acknowledges and agrees to forfeit all rights, title, and
interest in these funds and not oppose whatever steps are necessary to pass clear title of these
funds to the United States, including but not limited to waiving any rights to file a claim
, contesting the forfeiture. Defendant agrees that at sentencing he shall rcrﬁit‘ the amount of
$900,000 to the United States pursuant to instructions provided by the United States. Defendant
and the United States Attorney’s Office ag:ree that this payment shall satisfy any and all forfeiture

obligations defendant may have as a result of the guilty plea.
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Forfeiture of substitute assets shall not be deemed to be an alteration of defendant’s
sentence. This forfeiture shall neither satisfy nor offset any fine, restitution, or other penaity
imposed‘npon defendant nor be used to offset defendant’s tax liability or eny other debt owed to
the Unifed States. |

In addition to all other waivers or releases set forth in this Agreement, defendant hereby
waives any and all claims arising fromi or relating to the foffeiture discuesed in this Sectidn,

. including, without linntatien any claims arising under the Double Jeopardy clalise of the Fifth
Amendment or the Excessive Fines clause of the Elghth Amendment of the United States
Constitution, or any other prowsmn of federal or state law. The Dlstrlct Court for the Eastern
District of Missouri shall retain jurisdiction to enforce the provisions of this section.

D. Fine. Pursnant to 18 U.S.C. § 3571(d), the maximum statutory fine is
$1,000,000, twice the defendent's gross gain from the offense. The parties joinﬂy recommend a
ﬁne of $1,000,000. Defendant agrees to make full payment of the fine within ten days df
sentencing. If defendant fails to make any payment due under this paragraph, at anytime 5
calendar days after the payment was due, the Unjted States Attorney’s Office, in its sole
discretion, may void this plea agreement, keep any payments already made before the plea
agreement was voided, and prosecute defendant; using, among other evidence, the admissions
made in this agreement. |
8. ACKNOWLEDGMENT AND WAIVER OF THE DEFENDANT'S RIGHTS:

' The defendant acknowledges and fully understands the followmg rights: the right to
plead not guilty to the charges; the right to be tried by a jury in a public and speedy trial; the right

_ to file pre-trial motions, including motions to suppress ev1dence; the right at such trial to a
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presﬁmption of innocence; the right to require the government to prove the entire case against the

defendant beyond a reasonable doubt; the right not to testi-ﬂ; the right not to present any

evidence; the right to be protected from compelled self-incrimination; the right at vtrial to conﬁont

and cross-éxaminé adversé witnesses; the right to testify and present elvidence; and the right to

compel the attendance of witnesses. The defendant further understandg that Ey this guilty plea,
| the defendant expressly waives all the rights set forth in this paragraph.

The defendanf fully understands that the defendaﬁt has the right to be represented by -

counsel, and if necessary, to have the Court appoint counsel af trial and at every other stage of the
~ proceeding. ’f‘he defendant's counsel has explained these rights and the consequences of the
waiver of these rights. The defendant fully understands ’;hat, asa fesult of the guilty plea, no tﬁal
will, in fact, occur and that the only action remaining to be taken in this case is the imposition of
the sentence.

The defendant is fully satisfied with the representation received from defense counsel.
The defendént has reviéwed the government's evidence and discussed the government's case and
all possible defenses and defense witnesses with defense counsel. Defense counsel has
completely and satisfactérily explored all areas which the defendant has requested relative to the
government's case and any dcfeﬂses.
9. PRESENTENCE REPORT AND SENTENCING:
Following defendant's guilty plea, defendant may move the Court to waive the

preparation of a Pres‘entence Report, on which the Government reserves the right to oppose this
" motion and provide the Court with any information relevant to sentencing. If the Coﬁf[ denies

any such motion by defendaht, then a Presentence Report will be prepared. At the time of
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| sentencing, the parties reserve the right to allocution regarding the appropriate seﬁtence td be
imposed. Each party also reserves the_: right to bring any misstatements of fact made either by the
other party or on that party's behalf to the attention of the Court at the time of sentencing.
10. STANDARD OF INTERPRETATION: |
In intefpreting thls document, any drafting errors or ambiguities shall not automaticaﬂy be
construed against any party; whether or not the party was involved in drafting this document.

11. VOLUNTARY NATURE OF THE PLEA AND THE PLEA AGREEMENT,
‘ RECOMMENDATIONS AND STIPULATIONS:

This document constitutes the entire agreement between the defendant and the government,
and no other promises or inducements have been made, directly or indirectly, by any agent of the
government, including any Department of Justice attorney, concerning any plea to be entered in
this case or the agreements, recommendations or stipulations contained herein. In addition, the
- defeﬁdant states fhat'nb person has, directly or indirectly, ti]rcatened or coerced the defendant to
do or refrain fr.om doing anything in connection with any aspect of ‘thjs case, inciuding entering a
plea of guilty. The defendant’s agreements, recommendations and stipulations as set fblfth above
are made in exchange for the agreements, recommendations and stipulations set forth in this
document.

The defendant acknowledges that the defendant has voluntarily entered into both this plea
and these agreements, recommendations and stipulations. The defendant further acknowledges
that this guilty plea is made of the defendant's own free will because the defendant i’s, in fact,

guilty of the conduct specified in sections four and five above.
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12. CONSEQUENCES OF FURTHER CRIMINAL CONDUCT OR WITHDRAWAL OF
PLEA BY DEFENDANT:

The defendant agrees that 1f, between the time of signing this document and the senteneing
| the defendant engages in any criminal activity, the government shall Al‘ve released from any |

* obligations or limits on its power to prosecute the defendant created by this decument, and any
such conduct shall be grounds for the loss of acceptance of responsibility pursuant to Section
3E1.1. |

SO STIPULATED AND AGREED:

210
Date
3°)0]|
Date
Christopher B. Mead
Attorneys for Defendant
2 -10-1 4 =
Date Andrew J. Lay, #28542
Assistant United States Attqrney
111 South 10th Street, Room 20.333
St. Louis, Missouri 63102
(314) 539-2200_,
ol )
Date E Eugéﬁe M. Thirolf

- David A. Frank
Office of Consumer Litigation
U.S. Department of Justice
P.O. Box 386 -
Washington, D.C. 20044
(202) 616-0219
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